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to the international preliminary report on patentability (Chapter I) instead. 
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Non-establishment of opinion with regard to novelty, inventive step and industrial 
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IV 
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VI 
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vn 


Certain defects in the international application 
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Certain observations on the international application 
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Intemational applicationNo. 
PCTAJS04/41570 


1 Box No. I Basis of this opinion ^ . — _ . 


l.Withregardtothe language, IhisopinionhasbeenestatKshedcmthebasisoflhefa^ 
was filed, unless otherwise indicated under this item. 

□ ThisopixnonhasbeenestabUshedonthebasisofalrai^lationfrom ' 
wLhisthelangmgeof atransktionfurmshedf^^ of international search (under Rules 12.3 and23.1(b)> 


2. With regard to any nucleotide and/or amino acid sequence disclosed in the international application and necessary to the claimed 
invention, this opinion has been established on the basis of: 


a. type of material 




1 1 a sequence listing 




1 1 table(s) related to the sequence listing 




1 b. format of nmterial 




1 n ii^ written format 




1 1 in computer readable form 




0. time of filing/fiirnishing 




1 1 contained in international application as fded. 




O filed togettier with the international appHcation in computer readable form. 


□ furnished subsequently to this Authority for the purposes of search. 


3 n Inaddition,inthecasethatmorethanoneversionorcopyofasequencelistingand^^^ 
SSS^Ml^ required statements that the i^^^ 

appHcation as filed or does not go beyond the application as filed, as appropriate, were furnished. 


4. Additional comments: 
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Box No. V Reasoned statement under Rule 43 bis.l(^)ii) with regard to novelty, inventive step or industrial 
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1. Statement 








Novelty (N) 


Claims 39-55 




YES 


Claims 1-38 




NO 


Inveiitive step (IS) 


Claims 45-55 




YES 


Claims 1-44 




NO 


Industrial applicability (lA) 


Claims 1-55 




YES 


Claims NONE 




NO 



2. Citations and explanations: 

Claims 1-20, 22, and 27-38 lack novelty under POT Article 33(2) as being anticipated by Adams (6,447,533). Adams discloses, in 
figures 12-15 and col. 8, lines 3-25, an apparatus or system and a method with the apparatus for forming a tissue fold m a tissue wall of 
a patient's hollow body cavity, where the apparatus mcludes a catheter (70a) or endoscopic device having a flexible tube, a tissue 
engaging assembly (84), and a tissue approximation device (connected to 84), where the tissue approximation device moves a first 
tissue contact point to a position proximal of a second tissue contact point to form the tissue fold; where the tissue approximation device 
moves the firat tissue contact point, so tiiat the second and a third tissue contact point are disposed on opposing sides of the tissue fold; 
where the apparatus mcludes an anchor deUvery system with a flexible deUvery catheter (70) configured to buckle into transverse 
alignment with tissue fold, where the anchor delivery system includes a needle (60c), where the tissue engaging assembly (84) is 
configured to engage tissues as claimed, where Ihe apparatus includes a shape-lockable guide tube(80), and where the method includes 
visualizing formation of the tissue fold with a visualization element (at 70). 

Claims 14 and 21 lack novelty under POT Article 33(2) as being anticipated by Matsui et al. (6,352,503). Matsui et al. disclose, in 
figures 44-47, a method of forming a tissue fold in a tissue wall of a patient's hollow body cavity, where first and second tissue contact 
points are endoscopically engaged to form the tissue fold, as well as an additional tissue fold. 

Claims 22-26 lack novelty under POT Article 33(2) as being anticipated by Kortenbach (6,086,600). Korfenbach discloses, in figures 2 
and 1 1-15, a system for endoscopically forming a tissue fold within a hollow body organ, where the system includes an endoscopic 
device (18), a tissue engaging mechanism (42), an anchor deHvery system (40), an articulable imaging device (2) or gastrosoope, and a 
shape-lockable tubular member (12). 

Claims 39-44 lack an inventive step under PCX Article 33(3) as being obvious over Adams in view of Matsui et al. Adams discloses the 
method substantially as claimed, but does not disclose endoscopically performing gastric reductkaiby approximating and securing a 
plurahty of tissue folds, so that a stomach is partitioned into first and second chambers, and so that a first lumen has a volume m the 
range of 10-50 cubic centimeters. Matsui et al. teach, in figures 44-47, the partioning of stomach into first and second chambers by the 
approximating and securing of a plurahty of tissue folds. It would have been a matter of obvious design choice to form a plurality of 
tissue folds in order to partition the stomach and create more ihan one tissue fold for creating a valve for prevent gastric juice reflux. 

Claims 45-55 meet the criteria set out in PCX Article 33(2)-(3), because the prior art does not teach or fairly suggest a method for 
performing a medical procedure within a hoUow body organ, where the method includes, inter alia, forming a plurality of tissue folds as 
claimed in a patient's stomach, and where a cancer, lesion, or bleeding site on a tissue fold is treated as claimed. 

Claims 1-55 meet the criteria set out in PCX Article 33(4), and thus an apparatus, a system, and a method for forming a tissue fold in a 
tissue wall of a patient's hollow body cavity have industrial applicability because the subject matter claimed can be made or used in 
industry. 
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Box No. Vni Certain observations on the international application 



ll.e following observations ontiie clarity of the claims, ^ 
supported by the description, are made: 

parts of the invention. 
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